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Timeline in the development of regulations on human-subjects research
protections and institutional review boards (IRBs)
http://www.cdc.gov/tuskegee/timeline.htm


http://www.umassmed.edu/subjects/human/index.aspx

HHS Decision Charts:
http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm#c2
PROTOCOL  PROCESS
Flowchart
Nova Southeastern University (Florida) IRB 
http://www.nova.edu/irb/forms/IRBChart.pdf
http://www.hsls.pitt.edu/services/instruction/responsible_literature_searching
EXEMPT REVIEW
Creation of a LibGuide for the Department of Emergency Medicine 
http://libraryguides.umassmed.edu/EM_Guide
EXPEDITED REVIEW
Improving Orthopedic Outcomes through a National 
Total  Joint Replacement Registry
http://www.umassmed.edu/news/articles/2010/ahrq_grant.aspx
FULL REVIEW
A Multicenter, Randomized, Double-Blind, Phase 3 Study of Ramucirumab (IMC-1121B) 
Drug Product and Best Supportive Care (BSC) Versus Placebo and BSC as Second-Line 
Treatment in Patient with Hepatocellular Carcinoma Following First-Line Therapy with Sorafenib.
http://clinicaltrials.gov/ct2/show/NCT01140347?term=A+Multicenter%2C+Randomized%2C+Double-
Blind%2C+Phase+3+Study+of+Ramucirumab&rank=1
Searching process in support of reviewers
 Review protocol to understand purpose of the research 
(terminology,  search term ideas)
 Read the Consent form(s) for comprehension level
 Examine references provided in the protocol
 Do original search in PubMed and other databases on topic, drug 
or device to see what might  be new
 Try preformulated search ‘hedge’ with drug name 
"treatment outcome" OR treatment outcome[mh] OR "fatal outcome" OR
fatal outcome[mh] OR fatal OR "risk factors" OR "risk factor" OR risk
factors[mh] OR death OR mortality OR "adverse drug reaction" OR safety OR
drug toxicity[mh] OR "drug toxicity"
http://www.stenosisrelief.com/
Medical Device company pages
Librarian Participation 
 Send email with citations, pdfs, other supplemental 
information to reviewers in advance of committee meeting
 Attend monthly committee meeting
 Two reviewers summarize and present protocol
 All members participate in discussion of each protocol
 Use laptop to search at meeting if requested
 Participate in full vote to approve, approve with revisions 
or table protocol
 Follow up with searches as requested
Opportunities for librarians
 Some librarians serve as protocol reviewers on their IRBs
 Some are voting members, some are not
 Participation on the IRB enhances the work we do in 
other areas – outreach, networking, refined search skills, 
awareness of the process of clinical trial approval
 Some librarians may do literature searches for the PIs 
in preparation of protocol
 Volunteer position – do you have time in your workload?
 Would this role enhance the missions of your institution 
and of your library? 
Nancy Harger, MS LIS, RN – nancy.harger@umassmed.edu
Judy Nordberg, MLIS – judy.nordberg@umassmed.edu
Thank you
